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be considered with data from other di-
agnostic components.

(2) Classification. Class II (special con-
trols). The special control for this de-
vice is FDA’s guidance document enti-
tled ‘“‘Class II Special Controls Guid-
ance Document: Dental Sonography
and Jaw Tracking Devices.”

[68 FR 67367, Dec. 2, 2003]
Subpart C [Reserved]

Subpart D—Prosthetic Devices

§872.3060 Noble metal alloy.

(a) Identification. A noble metal alloy
is a device composed primarily of noble
metals, such as gold, palladium, plat-
inum, or silver, that is intended for use
in the fabrication of cast or porcelain-
fused-to-metal crown and bridge res-
torations.

(b) Classification. Class II (special
controls). The special control for these
devices is FDA’s ““Class II Special Con-
trols Guidance Document: Dental
Noble Metal Alloys.” The devices are
exempt from the premarket notifica-
tion procedures in subpart E of part 807
of this chapter subject to the limita-
tions in §872.9. See §872.1(e) for avail-
ability of guidance information.

[69 FR 51766, Aug. 23, 2004]

§872.3070 Dental amalgam, mercury,
and amalgam alloy.

(a) Identification. Dental amalgam is
a device that consists of a combination
of elemental mercury, supplied as a lig-
uid in bulk, sachet, or predosed capsule
form, and amalgam alloy composed pri-
marily of silver, tin, and copper, sup-
plied as a powder in bulk, tablet, or
predosed capsule form, for the direct
filling of carious lesions or structural
defects in teeth. This device also in-
cludes the individual component de-
vices, mercury and amalgam alloy,
when intended to be combined with
each other to form dental amalgam.

(b) Classification. Class II (special
controls). The special control for this
device is FDA’s ‘“‘Class II Special Con-
trols Guidance Document: Dental
Amalgam, Mercury, and Amalgam

§872.3130

Alloy.”” See §872.1(e) for the availability
of this guidance document.

[74 FR 38714, Aug. 4, 2009]

§872.3080 Mercury and alloy dis-
penser.

(a) Identification. A mercury and
alloy dispenser is a device with a
spring-activated valve intended to
measure and dispense into a mixing
capsule a predetermined amount of
dental mercury in droplet form and a
premeasured amount of alloy pellets.

(b) Classification. Class I (general con-
trols). The device is exempt from the
premarket notification procedures in
subpart E of part 807 of this chapter
subject to the limitations in §872.9.

[62 FR 30097, Aug. 12, 1987, as amended at 54
FR 13830, Apr. 5, 1989; 66 FR 38797, July 25,
2001]

§872.3100 Dental amalgamator.

(a) Identification. A dental amalga-
mator is a device, usually AC-powered,
intended to mix, by shaking, amalgam
capsules containing mercury and den-
tal alloy particles, such as silver, tin,
zinc, and copper. The mixed dental
amalgam material is intended for fill-
ing dental caries.

(b) Classification. Class I (general con-
trols). The device is exempt from the
premarket notification procedures in
subpart E of part 807 of this chapter
subject to the limitations in §872.9.

[65 FR 48439, Nov. 20, 1990, as amended at 59
FR 63008, Dec. 7, 1994; 66 FR 38797, July 25,
2001]

§872.3110 Dental amalgam capsule.

(a) Identification. A dental amalgam
capsule is a container device in which
silver alloy is intended to be mixed
with mercury to form dental amalgam.

(b) Classification. Class I (general con-
trols). The device is exempt from the
premarket notification procedures in
subpart E of part 807 of this chapter
subject to the limitations in §872.9.

[62 FR 30097, Aug. 12, 1987, as amended at 54

FR 13830, Apr. 5, 1989; 66 FR 38797, July 25,
2001]

§872.3130 Preformed anchor.

(a) Identification. A preformed anchor
is a device made of austenitic alloys or
alloys containing 75 percent or greater
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